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RESPONSE 



Commissioner for Patents 

P.O.Box 1450 

Aiexandria, VA 22313-1450 

Sir; 

This is in response to tlie Official Action dated June 11, 2009. 

Claim 44 is rejected as obvious under 35 USC §i03(a) over US '1 77. 

Claim 44 is not obvious mider 35 USC § 103(a) over US '177. Reasons are set forth 

below. 

First, the Orficjai Acliosi siatcs; that ihc only difference i-setwecn US '177 md CVdhn 44 is 
that US '177 tiid not pulse aiitoiogous dendritic celis with inactivated autologoas HIV. The 
OlYicial Acison submits that, due to (he hi^i degree of Licrjeuc variabiliiy in the many types of 
.known HIV isolates and the propensity of the HiV viiiis to mutate, it would have been prima 
facie obvious for one skilled in die art to replace the heterologous HIV of US ' 1 77 with an 
autologous HIV. 

The Applicants respectfully disagree. 

One reason is that US '177 is not relevant to addressing the tecluiical problem solved by 
the claimed pharrsiaceutical cornposnions. Instead, the Applicants ^vi5.^: to point oiu Htc fact tluit 
the claimed phannaceutic-al conipositious are therapeutic vaccijies and n^i.LpB'ventive vaccines. 
A preventive vaccme vvouid allow a healthy penson to avoid HIV isnection. ilowever, a 
tlierapeutic vaccine has the effect of allowing patients that are already infected with HIV to 
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decrease and s>ybiiizo tht. amourt ot HiV r their blood Ibis s ar tmponaiit teclmical 

distinction. 

l"" ! H i-'odi ^ ifv-'Li'st \ K 5 «N " t pi{< pas 

[('^ to 1" luc^d s \u m M^io ! e tiM o i ohi ni! ^ i P s^n l 

V.L c f n1 thsi. eo 1} e reicUon of the irr.-snmc s\btcm m {>aiiphoc>tcs from a bealtb> doner 
cil o observed t H V specifx proj^eration and Ihe apparent produUion oi mteifcror- 
gamma (IFN-y) by HIV specific cells. 

However, tie cor^ w s; s \ ' was* not demonstrated to produce a tbcrapeutic 

\dcc^' at >n effect usi o nho^\ s p n cd wsth dcodiitic cells loaded wna niactna^ed 

t ut^Ci! (.ri. IIS ^^lois * tr'- t !. !i o ii..s*ru 1 i 0(. v f fic 

K<_ 11 ^ oi'^j hoX ^ e e jri'-ct.Ud in x'vo with or, fo- that mater t-n> v d t\pe hl\ 

sf iin [ li ^ •) c lus on t \ accire of US "1 77 is a pi events e vaccmt and US ' 1 77 s mpiv does 
rot c'i\ 'sion djscto'sc or otlier\\ ise relate to a therapeutic vaccine 

This means that one of ordinary skill m the art, wouM not recognt/e anv ss. gfest or in ihe 
d'sc'o-urc of US '177 to prepare a therapeutic vaccine conipositior ^ \ >ie of 

on.1n arv -Xi^l ir tne <-rt v\ o M, *bi lonie reason have been motivate i t | > x^t\x\ic 
\ t. 1 1 sulI It si siipis \\ouk 50 h \c t-iiiixctUS lo u k\ 1 1 1 e s^^ 5l on \ 
iclatts lo p tv^tiid \t v,cv Hi^tion istrvcc d3tte.entl>, US '1"? li nui ana ogous art because 
deals W5tn preventive vaccines. 

Second, one of ommary skill in the art would not be motivated by US '177 to attempt the 
preparation of a therapeutic vaccme comprising autologous dendntic celh and autologous HiV 
'~'his !s becan&c one of ordinary skill m the at v hm^ i \ i ' on *hc basis o^ the diSvionde m. US 
M'''' Lseauto^oi^otisHIVrntombmatonwiih ! *. ou ..cn lii^^^c celS vO pm <i *bcr' -^eutit 
utiL !iut.<.a V ^ t.n trv p r 1 up ic\acune {k A.ppl!t iit'^ sunn 1 1 J\ oui d 

* i ^ iL-'l nTv^)kn ^vas to ruufoice tnc iiireadv existmg, but uiSv i.iLic^il in ujic 
response to HIV m patients infected with this virus. 

ihis IS very diffeicnt troni the techmtal problem of US '177 which leqmits the dc novo 
c camn ixnmunitv against the HIV \in3s In f<?ct, one of ordmaiy skill m the art wojid have 
had no mcica.ion of whdt type of vims to include m a therapeutic vaccme Certainly, one ot 
orcmary ski 1 in thv, art woaid hav c had no icason, based on the disclosure m US 1 7 , to 
CO nbirc denontic cUls -nd ar HIV virus o pioduce a therapeutic \ accme 
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Ibixd theOifitial \cUon sUtes thcic is grea* i?ene*ic \dnaUoi aiiioiij/ i.e irany diffceiH 
f\'pes of knoWrH IIIV 'sosoies due to J Oiopt. isuv il e lo uutat^. and *hat wo ik 'a 
heu\p}'ft)a / H O k !v t^i 5 % ki i ui > -.c ^ o^^ s U\ ni ■> 

Ti sMe 5^ s o \^ (_!. vniit,dil\ Ihn !s sl Us. i ir hs ic \j>jhcaUski 
^i^"- i I >' oisf )\ w^-^s u\dr vud acc dci'fai (iccist ->n 7i%d on tht. piopenSxt> ot tne 
\ n s to I luta V o the h gh dtg c;. 01 \ anabihty amoig diilt.rent H[\ s rams 

Fourth the Applicants would like to pomt out the fact of tlie n.atter is that AIDS s a 
pandemic aiid that numerous different, competing lescarch teams nave beon trymg ^or reariv 
tbiee deca<?cs to produce effects e treatments, such as \ac<.'ne based ti-'errme-, wnhout sucttss 

Inaeeu as ^Li! ^ % ol the fon, vhirku c )p>s*o-ns a vv, the 

<ie^itrucioi -^L V_ ilii^::^ cells {n fact the Applicants ^ojidui. ^d s \eral afferent 
e\penircnt<; ano sn dies, ab i,hown in the application and related pubhcatiorj>, x^hicn lave all 
demonstrated the ph>sical destruction of CD4^ lymphocytes super-mfected by the HIV virus It 
IS \v.r\ important to note th<?T, over nearly three decades., such results have never beei obtained 
b> orolher team o+^csearchcrs This reality should not be disregarded and is a („Iear nJ Co ion 
that toe claimea compositions are not odvious. 

lit Ji \pT laai 's sh to address si t^d ^ pcc o ti Ot cs 1 Actio J-^e 

as is h L ul ' 1 c 0*f «. 1 \ ion<opea'sto ncoTeL* v i Jv <>n i 1 s ■"^n coi^"^a^e 
a^ts^ipatoi aiiu antu.patcd elated doctimes witli obviousness and cb\iousncj»s rcia*vd 
Goctrine« This is apparent from the commentb on page 8 of the Official Action directed to the 
appt'cation of the inherent anticipation doctune n the pre<jent ob\iousness ''ejections Ibe 
Apphtants again respectfully subm 1 that 'his !a<.pp opr ate and note that the cat.es cited 1 1 

Slippon of the 01 S K . t!CV.!!0 sdvf 5S X_l^'^0\d^ ( O ^ ' 

Ki il l^^j )> t 1 *l p ij.p}t. iu 1 oi thu inh<.ruit s-t i i lU t (. >.oicxlci 

^ i >2 ti V ■'^ n n 5^ oijsnosb aide ^^ LSt ' lU is < ^, obviousness 

rcKcLoi's 1 ! I it Ofin,i J \( 10 1 tire clean} inappiopiiatc -nd ^liould be "wuhdrawn on th.s oa is 

A. se^-ond such aspect is the fact that page 7 oi the OlfiCid} Action htate^ hat "[wlhile ti>c 
d^pdn^it ceFs u&co b> Bclardeln e' al [(US '1 77)] arc autologous, it is not reamly app i t ^ 
Virus used d> Bclardeli ct al s also aitologous [(v,mphd&is added)] " However, tht r m i> 
oi the Oftitial Action tlic reicction nexnhc*bi> states hat 'Belarde'h et al teaches a 
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composition that is the sanic as ins^tantly ciaini(.d.'' The Office cannot have it both ways. In 
other woais, US ' 1 77 cannot somehow b<. asserted to be an anticipating reference merely for the 
ps.';o.>A> orpern-iting no -ii -err^s-'lMe i.se of an 'iihcroncy ]y^^.' ^irirurcT. the c.>at..xi o' a\ 
ob^so^snos^: rejeLiion untie i SC ^sCiujj Thus, the cb%KX.$ncss ic|i.cuon.s .re agan o.earK 
inappropratc mci fhojir. -j„ v\-iVrc-A\r o-i this Das.s as vsell 

Altogether, the above discussion clearly establishes that one of ouhnary sskill m the art 
would not have been motivated to modify US '177 or have reasonably e?q)ected, on so doing, to 
successfully produce the claimed therapeutic vaccine compositions. Stated ditfercntiy, Claim 44 
is not prima facie obvions over US M 77. 

The App'ic<3rts icspoct*\J y rcque&i v,'ithdrawal of the rejections of amended Claim 44 as 
obvious under 35 USC §K)3(a) over US M77. 

Claims 52-56 are rejected obvious under 35 USC §103(8;) over the combination of OS 
'177and Lu. 

Claims 52-56 are not obvious urider 35 USC §:103(3) over the combination of US *I77 
and Lii. This is because 1m fails to eomset the deidencies witii regard to OS '1 77 that arc set 
forth above. 

In light of the foregoing, the Applicants respectfully submit that; the entire iippiication is 
now in condition for allowance, which is respectiully requested. 



Respectfnily submitted. 



T. Daniel Cliristenbury 
Registration No. 31,750 
Attorney for the Applicants 
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